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DETAILED ACTION 

Claim Objections 

(Presence of possible 112, sixth paragraph, limitations) 

Claim 18 is objected to because of tine following informalities: the claim recites 
the term that the light is delivered "by means of a laser, optical fiber, or combination 
thereof in lines 1-2. It is not clear to the examiner whether the applicants want to invoke 
the 35 U.S.C. 112, sixth paragraph. 

When it is not clear whether a claim limitation should be treated under 35 U.S.C. 
112, sixth paragraph, determining the patentability of that claim is difficult because the 
scope of the claim and the relevance of the prior art cannot be readily determined. 
Applicants have an opportunity and obligation to define their inventions precisely during 
proceedings before the PTO. They are required to specify their inventions, consistent 
with the guidelines described in MPEP 2181, when a claim limitation invokes 35 U.S.C. 
112, sixth paragraph. 

A claim limitation will be interpreted to invoke 35 U.S.C. 112, sixth paragraph if it 
meets the following 3-prong analysis: 

(A) the claim limitations must use the phrase "means for" or "step for"; 

(B) the "means for" or "step for" must be modified by functional language; and 

(C) the phrase "means for" or "step for" must not be modified by sufficient structure, 
material or acts for achieving the specified function. 
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If the applicants wish to have the claim limitations under 112, sixth paragraph 
interpretation, they must: show why the claim language properly invokes 35 U.S.C. 112, 
sixth paragraph; identify the function; and identify the corresponding structure. They 
must either: (A) amend the claim to include the phrase "means for" or "step for" in 
accordance with these guidelines; or (B) show that even though the phrase "means for" 
or "step for" is not used, the claim limitation is written as a function to be performed and 
does not recite sufficient structure, material, or acts which would preclude application of 
35 U.S.C. 112 , sixth paragraph. See Watts v. XL Systems, Inc., 232 F.3d 877, 56 
USPQ24 1836 (Fed. Cir. 2000). 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, macliine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 8 is rejected under 35 U.S.C. 101 because the claimed invention is directed to 
non-statutory subject matter. The claim recites that the distal end of the guide-wire is 
"pre-positioned in the bladder" of the patient. One cannot positively recite or claim any 
portion of a human body. 

Correction, such as a step of-pre-positioning the guide-wire in the bladder- is 
suggested. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 12-14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 12 recites the limitation "the peak concentration" in line 1 . There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 13 recites the limitation "the peak concentration" in line 1 . There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 14 recites the limitation "the peak concentration" in line 1 . There is 
insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Salman Pub. No.: US 2002/0193850 in view of Chen et al. Pub. NO.: US 
2003/0167033. 
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Selman discloses apparatus and methods of use for photodynamic tlierapy of 
prostatic tissue, comprising: administering an effective amount of photosensitizing agent 
to the prostate tissue of a patient; and irradiation the prostate tissue with EM energy of 
sufficient energy to active the photosensitizer. The apparatus comprises a catheter 
device having an inflatable balloon disposed at the distal end of the catheter as 
claimed, with the exception of a guide-wire. 

However, the use of guide-wire for guiding a treatment catheter is known in the 
art. Chen et al. disclose an alternative catheter apparatus and methods of use for 
photodynamic therapy of body tissue, such as prostatic tissue (see Fig. 7), the 
apparatus comprising a guide-wire 36 adapted to guide the catheter to the desired 
treatment site. Therefore, at the time of the applicant's invention, it would have been 
obvious to one of ordinary skill in the art to modify Selman in view of Chen et al. to use 
a guide-wire in order to direct/guide the catheter to the desired treatment site as 
claimed. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US. Patent No. 5,456,661 to Narciso, Jr. discloses a catheter device and method 
of use for photodynamic therapy of prostatic tissue, the catheter device comprising: a 
guide-wire, energy delivery optical fiber, and an inflation balloon (see Figs. 3 and 4, and 
claims 1-4). 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Ahmed M. Farah whose telephone number is (571) 272- 
4765. The examiner can normally be reached on Mon, Tue, Thur and Fri between 9:30 
AM 7:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johnson Henry can be reached on (571) 272-4768. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ahmed M Farah/ 

Primary Examiner, Art Unit 3769 

June 21, 2009. 



